TCT-225: Sustained Clinical Safety and Efficacy of Biodegradable-Polymer Coated Sirolimus-Eluting Stents in “Real-World” Practice :3-year Outcomes of the CREATE (Multi-Center Registy of Excel Biodegradable Polymer Drug Eluting Stents) Study  by unknown
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FRXQWULHVZHUHHQUROOHGLQWKH&5($7(VWXG\5HFRPPHQGHGDQWLSODWHOHWUHJLPHQZDVFORSLGRJUHO
DQGDVSLULQIRUPRQWKVIROORZHGE\FKURQLFDVSLULQWKHUDS\
5HVXOWV7KHDYHUDJHGXUDWLRQRIFORSLGRJUHOWUHDWPHQWZDVGD\VDQGRIGLVFKDUJHG
SDWLHQWVGLVFRQWLQXHGFORSLGRJUHODWPRQWKV7KHFXPXODWLYHUDWHVRIPDMRUDGYHUVHFDUGLDFHYHQWV
0$&(ZHUHDW\HDUDQGDW\HDUV7KHUDWHRIVWHQWWKURPERVLVZLWK$FDGHPLF5HVHDUFK
&RQVRUWLXPGH¿QLWLRQVZDVDW\HDUDQGDW\HDUV$WPRQWKVWR\HDUVSURORQJHG
FORSLGRJUHOWKHUDS\!PRQWKVZDVQRWEHQH¿FLDOLQUHGXFLQJFXPXODWLYHKD]DUGVRI0$&(
YVORJUDQNS RUVWHQWWKURPERVLVYVORJUDQNS 
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:('1(6'$<6(37(0%(530±30
-$&&9RO6XSSO% _ 6HSWHPEHU _ 7&7$EVWUDFWV3267(5'UXJ(OXWLQJDQG%DUH0HWDO6WHQWV %
KWWSFRQWHQWRQOLQHMDFFRUJFRQWHQWYROB0HHWLQJ$EVWUDFWV
&RQFOXVLRQV 7KLV VWXG\ GHPRQVWUDWHV VXVWDLQHG FOLQLFDO VDIHW\ DQG HI¿FDF\ RI ELRGHJUDGDEOH
SRO\PHUEDVHGVLUROLPXVHOXWLQJVWHQWVZKHQXVHGZLWKPRQWKVRIGXDODQWLSODWHOHWWKHUDS\LQD³UHDO
ZRUOG´VHWWLQJ
7&7
&$5(,,0RQWK)ROORZ8S5HVXOWVZLWKWKH&DUGLR0LQG´6SDUURZ6LUROLPXV
HOXWLQJ1LWLQRO6WHQW6\VWHP
$OH[DQGUH&$EL]DLG5REHUWR%RWHOKR6WHIDQ9HUKH\H,DQ70HUHGLWK-RVH5&RVWD
5RGROIR6WDLFR5REHUW-:KLWERXUQ
,QVWLWXWR'DQWH3D]]DQHVHGH&DUGLRORJLD6DR3DXOR%UD]LO,QVWLWXWR&RUDomRGR7ULkQJXOR
0LQHLUR8EHUODQGLD%UD]LO0LGGHOKHLP+RVSLWDO$QWZHUSH%HOJLXP0RQDVK0HGLFDO
&HQWUH&DUGLRYDVFXODU5HVHDUFK&HQWUH&OD\WRQ$XVWUDOLD7KH&DUGLRYDVFXODU5HVHDUFK
&HQWUH6W9LQFHQW¶V+RVSLWDO0HOERXUQH$XVWUDOLD
%DFNJURXQG7KH6SDUURZ&RURQDU\6WHQW6\VWHP&DUGLR0LQG,QF6XQQ\YDOH&$LVD´
JXLGHZLUHEDVHGVWHQWGHOLYHU\SODWIRUPFRPELQLQJ6LUROLPXVLQDIXOO\ELRGHJUDGDEOH6\Q%LRV\V
SRO\PHUPDWUL[ 6XU0RGLFV ,QF(GHQ3UDLULH01RQ&DUGLR0LQG¶V QLWLQRO VWHQW SODWIRUP6WHQW
UHOHDVHLVDFKLHYHGZLWKDQRYHOUHOHDVHPHFKDQLVPZKLFKXWLOL]HVHOHFWURFKHPLFDOGLVVROXWLRQ%RWK
6SDUURZ%DUHPHWDO&0,%06DQGVLUROLPXVHOXWLQJ6(6YHUVLRQVZHUHHYDOXDWHGLQ&$5(,,
UDQGRPL]HGFOLQLFDOVWXG\
0HWKRGV&$5( ,,ZDV D SURVSHFWLYHPXOWLFHQWHU DQGPXOWLQDWLRQDO $VLD$XVWUDOLD1=%UD]LO
DQG (XURSH UDQGRPL]HG DUP FOLQLFDO VWXG\ GHVLJQHG WR GHPRQVWUDWH WKH VDIHW\ HI¿FDF\ DQG
SHUIRUPDQFHRIWKH6(6&DUGLR0LQG&RURQDU\6WHQWLQWKHWUHDWPHQWRIVLQJOHGHQRYRQDWLYHFRURQDU\
DUWHU\OHVLRQVPPORQJDQGPPLQUHIHUHQFHGLDPHWHUZKHQFRPSDUHGWRWKH%DUH0HWDO
6SDUURZ&0,%06DQG'ULYHU0LFUR'ULYHU%06VWHQWV7KHSULPDU\HQGSRLQWLVPRLQVWHQW
///ZLWK,986IROORZXSLQDVXEVHWRISDWLHQWV
5HVXOWV7KHPHDQDJHRIWKH&$5(,,SDWLHQWVQ ZDV\UZLWKGLDEHWLF0HDQYHVVHO
VL]HDQGOHVLRQOHQJWKZHUHPPDQGPPUHVSHFWLYHO\(LJKWPRQWKLQVWHQWODWHOXPHQ
ORVVZDVPPLQWKH6(6DUPFRPSDUHGWRPP&0,%06DQGPP
%060HDQLQOHVLRQDEVROXWHELQDU\UHVWHQRVLVZDVIRUWKH6(6DUPFRPSDUHGWR&0,
%06DQG%06,986UHVXOWVVKRZHGDLQFUHDVHLQ6WHQW9ROXPH,QGH[LQWKH6(6
DUPLQWKH&0,%06DQGLQWKH%06DUP&XPXODWLYH0$&(UDWHVDWPRZHUH
6(6&0,%06DQG%06)LQDOIROORZXSGDWDFRPSDULQJWKH6(6WR&0,
%06DQG%06DUPVZLOOEHDYDLODEOHGXULQJWKHPHHWLQJ
&RQFOXVLRQV &$5( ,, FOLQLFDO H[SHULHQFHZLWK WKH 6SDUURZ¶V HOHFWULFDOO\ DFWLYDWHG VWHQW UHOHDVH
V\VWHPGHPRQVWUDWHV WKH HI¿FDF\ DQG VDIHW\ RI WKH 6(6 SODWIRUP LQ VPDOO FRURQDU\ DUWHULHVZLWK
JXLGHZLUHOLNHGHOLYHUDELOLW\DQGJRRGVWHQWH[SDQVLRQ7KHPRQWKFOLQLFDOIROORZXSGDWDLQGLFDWHV
WKDWWKHQRYHOGHVLJQRIWKH6(66SDUURZSODWIRUPPD\SURYLGHLPSURYHGRXWFRPHVLQVPDOOYHVVHOV
7&7
7U\WRQ;LHQFH6WUDWHJ\IRUWKH7UHDWPHQWRI&RPSOH[%LIXUFDWLRQ'LVHDVH0RQWKV,986
2XWFRPHV
'DQLHOD7UDEDWWRQL$NLNR0DHKDUD)UDQFR)DEELRFFKL3LHUR0RQWRUVL6WHIDQR*DOOL
/XFD*UDQFLQL3DROR5DYDJQDQL$DURQ9.DSODQ$QWRQLR/%DUWRUHOOL
&HQWUR&DUGLRORJLFR0RQ]LQR,5&&60LODQ,WDO\&DUGLRYDVFXODU5HVHDUFK)RXQGDWLRQ
1HZ<RUN1<'DUWPRXWK+LWFKFRFN0HGLFDO&HQWHU/HEDQRQ1+
%DFNJURXQG7KH7U\WRQ6LGH%UDQFK6WHQW7U\WRQ7U\WRQ0HGLFDOZDVGHVLJQHGWRWUHDWFRPSOH[
ELIXUFDWLRQOHVLRQV%/:HHYDOXDWHGPDLQYHVVHO09VLGHEUDQFK6%DQGDWWKHFDULQDVLWHZLWK
,986DIWHULPSODQWDWLRQRI7U\WRQDQGDWPRQWKIROORZXS
0HWKRGV7U\WRQLVDEDOORRQH[SDQGDEOHFREDOWFKURPLXPEDUHPHWDOVWHQWZLWKDGLVWDO]RQHWKDW
VFDIIROGVWKHVLGHEUDQFK6%DWUDQVLWLRQ]RQHGHVLJQHGWRDFFRPRGDWHDQ\RVWLDODQDWRP\DQGD
SUR[LPDO]RQHGHVLJQHGWRDFFRPRGDWHDVWDQGDUGVWHQW7U\WRQLVGHSOR\HGZLWKWKHWUDQVLWLRQ]RQHDW
WKH6%RULJLQZLWKWKHGLVWDOHQGLQWKH6%DQGSUR[LPDO]RQHLQWRWKH09$SSURSULDWHO\VL]HG;LHQFH
9$EERWW9DVFXODUVWHQWVZHUHSRVLWLRQHGLQWKH09ZLWKWKHSUR[LPDOSRUWLRQFRYHULQJWKH7U\WRQ
DQGWKHGLVWDOSRUWLRQH[WHQGLQJEH\RQGWKH6%RVWLXPLQWRWKHGLVWDO09
5HVXOWV7KLUW\WZRFRQVHFXWLYHSDWLHQWVZLWK%//$'GLDJRQDO/&[REWXVHPDUJLQDODQG
5&$SRVWHULRUGHVFHQGLQJZHUHHQUROOHGZLWK0HGLQDFODVVL¿FDWLRQVKRZLQJLQLQ
LQLQLQDQGLQDQGOHVLRQDQJOHVRILQ!DQGLQ
DQG!LQ)LQDONLVVLQJEDOORRQZDVSHUIRUPHGLQDOOFDVHV3URFHGXUDOVXFFHVVZDV,986
IROORZXSGDWDFXUUHQWO\DYDLODEOHLQSDWLHQWVDUHVKRZQLQWKH7DEOH
,9864XDQWLWDWLYH)LQGLQJV
3RVW6WHQW )ROORZ8S SYDOXH
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&6$ &URVV6HFWLRQDO$UHD1,+ 1HRLQWLPDO+\SHUSODVLD0/$ 0LQLPDO/XPHQ$UHD
&RQFOXVLRQV,QFRPSOH[%/7U\WRQLPSODQWDWLRQLQFRQMXQFWLRQZLWK;LHQFH9ZDVDVVRFLDWHG
ZLWKKLJKVXFFHVVUDWHV3RVWSURFHGXUDO,986HYDOXDWLRQVKRZHGFRPSOHWHRVWLDOFRYHUDJHYHU\
KLJKVWHQWH[SDQVLRQDQG¿QDODUHDDWFDULQDVLWHDQGKLJKV\PPHWU\ZLWKWDUJHWOHVLRQIDLOXUH
0RGHVWQHRLQWLPDOK\SHUSODVLDDWWKHVLGHEUDQFKDQGQRVWHQWPDODSSRVLWLRQZDVREVHUYHGDW
WKHFDULQDVLWHDWIROORZXS
7&7
1HZ5HYHODWLRQVRQ9DVFXODU3DWKRSK\VLRORJ\&HOOXODUDQG0ROHFXODU&RPSRVLWLRQDQG
)XQFWLRQDO5HFRYHU\)ROORZLQJWKH&RPSOHWH'HJUDGDWLRQRID'UXJ(OXWLQJ%LRDEVRUEDEOH
6WHQWLQ3LJ&RURQDU\$UWHU\
-DL3DO6LQJK0LFKDHO6ZHHW-LQVKHQJ/L&\QWKLD%DUDQRZVNL&RQQLH0LFNR7UDFL
*RRGFKLOG6HOYDPXWKX1DWDUDMDQ1LFRODV&KURQRV5DIDW-DEDU
6-75,$WODQWD*$
2EMHFWLYH7KHREMHFWLYHRIWKHVWXG\ZDVWRGHWHUPLQHWKHYDVFXODUSDWKRSK\VLRORJ\FHOOXODUDQG
PROHFXODUFRPSRVLWLRQDQGIXQFWLRQDOUHFRYHU\RIWKHVWHQWHGUHJLRQVDIWHUFRPSOHWHGLVDSSHDUDQFH
RIDELRDEVRUEDEOHVWHQWLQSLJFRURQDU\DUWHULHV
0HWKRGV6DOLF\OLFDFLGELRDEVRUEDEOHSRO\PHU VWHQWVFRQWDLQLQJ VLUROLPXVZHUH LPSODQWHG LQSLJ
FRURQDU\DUWHULHVXVLQJ4&$$QLPDOVZHUHVDFUL¿FHGDWDQGPRQWKVDIWHUVWHQW
LPSODQWDWLRQ+LVWRORJ\ZDVSHUIRUPHGDWDOOWLPHSRLQWV$WPRQWKVZKHQWKHYHVVHOZDOOZDV
FRPSOHWHO\GHYRLGRIVWHQWPDWHULDOYDVFXODUPRUSKRORJ\HQGRWKHOLDOL]DWLRQFHOOXODUFRPSRVLWLRQ
RILQWLPDPHGLDDQGVWUXWVRFFXSLHGKHDOHGDUHDVZHUHLQYHVWLJDWHGXVLQJKLVWRPRUSKRPHWHU\DQG
LPPXQRVWDLQLQJ(QGRWKHOLDO DQG VPRRWKPXVFOH FHOO 60&FRQWUDFWLOH UHVSRQVHVRI WKH VWHQWHG
UHJLRQVZHUHGHWHUPLQHGXVLQJH[YLYRPHWKRGV
5HVXOWV(LJKWHHQPRQWKVDIWHULPSODQWDWLRQWKHVWHQWZDVIXOO\DEVRUEHGDQGQRHYLGHQFHRISRO\PHU
PDWHULDOZDVREVHUYHGLQWKHYHVVHOZDOO7KHVWHQWHGOXPHQZDVUHHQGRWKHOLDOL]HG6LJQL¿FDQWLQWLPDO
WKLFNHQLQJ ZKLFK RFFXUUHG GXULQJ WKH VWHQW GHJUDGDWLRQ SHUVLVWHG ZLWK HYLGHQFH RI UHPRGHOLQJ
7KH PHGLDO UHJLRQV LQLWLDOO\ RFFXSLHG E\ VWHQW VWUXWV ZHUH FRPSOHWHO\ KHDOHG ZLWK ¿EURFHOOXODU
GHSRVLWLRQ,QDGGLWLRQDOSKDDFWLQH[SUHVVLQJ60&ZLWKKHWHURJHQHRXVPRUSKRORJ\ZHUHSUHVHQW
0RUHLQWULJXHJLQJWKHKHDOHGUHJLRQVVKRZHGSUHVHQFHRI60&RUJDQL]HGLQSDUDOOHODUUD\VOLNHWKH
QRUPDOPHGLD7KHKHDOHGPHGLDZDVH[WHQVLYHO\YDVFXODUL]HGZLWKDUWHULDOYHVVHOV)XUWKHUPRUH
ODUJHFROODWHUDOVZHUH IRXQG LQ WKHSHULYDVFXODUDUHDV([YLYRYDVFXODU IXQFWLRQGHWHUPLQDWLRQRI
WKHVWHQWHGUHJLRQVKRZHGFRQWUDFWLOHUHVSRQVHRI60&+RZHYHUWKHHQGRWKHOLDOIXQFWLRQZDVVWLOO
LPSDLUHGHYHQWKRXJKKLVWRORJLFDOO\WKHYHVVHOVDSSHDUHGHQGRWKHOLDOL]HG
&RQFOXVLRQ 2XU VWXGLHV UHYHDO VHYHUDO QHZ DVSHFWV RI YDVFXODU KHDOLQJ IROORZLQJ WKH FRPSOHWH
GHJUDGDWLRQ RI D ELRDEVRUEDEOH VWHQW 3DUWLFXODUO\ ZH UHSRUW UHHQGRWKHOLDOL]DWLRQ EXW LPSDLUHG
YDVRGLODWRU\UHVSRQVHRIWKHVWHQWHGDUWHU\WKHSUHVHQFHRI60&LQWKHVSDFHVSUHYLRXVO\RFFXSLHG
E\WKHVWHQWDQG60&FRQWUDFWLOHUHVSRQVHH[WHQVLYHDUWHULRJHQHVLVLQWKHPHGLDDQGSHULDGYHQWLWLDO
FROODWHUDO GHYHORSPHQW 7KH SDWKRSK\VLRORJLFDO FRQVHTXHQFH RI WKHVH YDVFXODU FKDQJHV DQG WKHLU
VLJQL¿FDQFHWRFOLQLFDORXWFRPHQHHGFULWLFDOLQYHVWLJDWLRQ
7&7
'LIIHUHQWLDO1HRLQWLPDO5HVSRQVHWRWKH,PSODQWDWLRQRI&RURQDU\%DUH0HWDODQG
(YHUROLPXV(OXWLQJ6WHQWVLQ)DPLOLDO+\SHUFKROHVWHUROHPLF6ZLQH
%DUEDUD$+XLEUHJWVH$UPDQGR7HOOH]3DXO6HLIHUW'RXJ3HQQLQJWRQ.U]\V]WRI0LOHZVNL
<DQSLQJ&KHQJ*HQJKXD<L*UHJ/.DOX]D.HLWK''DZNLQV-XDQ)*UDQDGD
%RVWRQ6FLHQWL¿F&RUSRUDWLRQ1DWLFN0$&DUGLRYDVFXODU5HVHDUFK)RXQGDWLRQ6NLUEDOO
&HQWHUIRU&DUGLRYDVFXODU5HVHDUFK2UDQJHEXUJ1<
%DFNJURXQG )DPLOLDO K\SHUFKROHVWHUROHPLF )+ VZLQH H[KLELW LQQDWH K\SHUFKROHVWHUROHPLD
DQGGHYHORSDWKHURVFOHURWLF OHVLRQVRYHU WLPHGXH WRDJHQHWLFPXWDWLRQ LQ WKHKHSDWLF ORZGHQVLW\
OLSRSURWHLQUHFHSWRU,QDEDOORRQLQMXUHGFRURQDU\DUWHU\PRGHOLQ)+VZLQHWKHQRYHO6<1(5*<
HYHUROLPXVHOXWLQJVWHQW((6ZLWKDQDEOXPLQDOELRGHJUDGDEOHGUXJFRDWLQJZDVFRPSDUHGWRWKH
352086(OHPHQW3(((6ZLWKDFRQIRUPDOGXUDEOHSRO\PHUDQGWKH(OHPHQWEDUHPHWDOVWHQW
%06
0HWKRGV6LQJOHVWHQWVZHUHUDQGRPO\LPSODQWHGLQFRURQDU\DUWHULHVRIQLQHPRQWKROG)+VZLQH
VWHQWVSHUJURXS7DEOH,PSODQWWDUJHWVLWHVZHUHWUHDWHGZLWKWKUHHVHFRQGEDOORRQLQÀDWLRQV
EDOORRQWRDUWHU\UDWLRRIEHIRUHVWHQWLQJ$WGD\VRSWLFDOFRKHUHQFHWRPRJUDSK\2&7ZDV
SHUIRUPHGDQGH[SODQWHGVWHQWVXQGHUZHQWKLVWRORJLFHYDOXDWLRQ
5HVXOWV7KHUHZHUHQRVLJQL¿FDQWGLIIHUHQFHV LQYDVFXODU UHVSRQVHDPRQJ WKH((6VWHQWJURXSV
$OOSURGXFHGOHVVLQÀDPPDWLRQWKDQ%067DEOHVKRZVUHVXOWVREWDLQHGZLWKPRUSKRPHWU\DQG
2&7IRULQWLPDOWKLFNQHVVDQGSHUFHQWDUHDVWHQRVLV7KH6<1(5*<DQG3(JURXSVH[KLELWHGVLPLODU
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